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Patricia N. Daniels

Director, Supplemental Food Programs Division
Food and Nutrition Service .

United States Department of Agriculture

3101 Park Centet Drive, Room 528

Alexandria, VA 22302

Re:  Comments to the Proposed Rule on Revisions in the WIC Food Packages (Docket No.
0584-AD77, WIC Food Packages Rule) '

Dear Ms. Daniels:

vy , ' ! N
The National Yogurt Association (“NYA”) is pleased to submit these comthents to ‘the United
States Deépattment of Agriculture’s (“USDA” or “agency”) Food and Nutrition Service (“FNS”)
in response t6 the proposed rule on the “‘Special Suppléemental Nutrition Program for Women,

Infants, dnd Children (WIC): Revisions in the WIC Food Packages” (“ptoposed-rule”) published
in'vthe"nggr:a/ Reégister of Al:@gu§t 7, 2006. RS )

.

(“LAC”):‘ybgﬁrt‘pr6ducts as well as suppliers to the yogurt indusiry. NYA’s metmber companies
aré among - the largest yogurt manufacturers in the Unitéd States. NYA sponsors scientific
research regarding the health benefits associated with the consumption of yogurt with LAC and
serves as an information resoutce for the American public about these attributes. ’

NYA is the national nonprofit trade association tepresenting producers of live and active culture

171 Fed. Reg, 44784 (August 7, 2006).
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Although NYA applauds USDA’s efforts to modetnize the WIC program and align WIC food
packages with the 2005 Dietary Guidelines for Americans, NYA strongly ob]ects to the agency’s

decision to exclude yogurt as a proposed partial alternative to fluid milk in WIC food packages.

As discussed in greater detail below, the proposed rule and USDA’s decision to exclude yogurt:

. Is inconsistent with the National Academies’ Instltutc of Medicine’s (“IOM”)
- nutnuona].ly—based and extensively researched recomrnendatton that yogurt be included as
a partial-substitute to fluid thilk in WIC food packages;

® Does not comprehensively consider the unique nutritional and othet benefits of yogutt to
the WIC population; .

e Is inconsistent with WIC’s statutory requirement to focus the WIC program on
supplemental foods that contain nutrients that address the nutritional risks of the WIC
population;

 Is inconsistent with the purpose of authorized milk substitutes; and

* Does not include a statutorlly required risk assessment by USDA’S Office of Risk
Assessment and Cost-Benefit Analys1s (“ORACBA”)

NYA tespectfully requests that USDA include yogutt as an authorized alternative to fluid milk in
WIC food packages. At the very least, USDA should: (1) conduct both 2 risk ‘assesstnent and
pilot test to assess the health effects and cost impact of incliding yogutt in the WIC food
packages; and (2) consider alternanves such as the inclusion of yogurt only in Food Packages V-
VII to facilitate the adoption of yogurt Wlthln the cost and nutrition parameters of the program.

L Background on the WIC I’rogtam and Food Packages

The WIC program is one of the largest nutnent—focused and nputrition-based food assistance
programs in the United States. Through the WIC progtarn the FNS. provides Federal grants to
States for supplemental foods, health care referrals, and nutrition education for low-income
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pregnant, breastfeeding, and non-breastfeeding postpattum women, and to infants afid children

who dre found to be at autritional risk ‘Two 'types of nutrition risk are recognized for WIC

e]igil;ﬂi‘ty — medically based tisks such as anemia or history of pregnancy complications, and
dietary risks including inappropriate nutritional practices or the failute to meet dietary guidélines.?

Sev'_énf.different WIC food pac_:;ké’ge,s( provide supplemental foods -designed to address the
nutritional ieeds of WIC participants.* Tﬁese supplemental foods cutteritly include iron-fortified
infant formula, iron-fortified cereals, fruit juice, vegetable juice, milk, che‘ese; ¢ggs, peanut b'\uht'@e’i',
dried beans, peas, carrots, tuna Aish, and physician-prescribed forimula/medical foods.® These
foods are high in protein, calcium, iton, vitamin A, and/or vitamin C — nutrients that were
identified in eatly legislation for the WIC program as being “of particular concern for WIC
participants.”® Most WIC patticipants access the food packages by redeeming vouchérs or food-
checks 4t participating retail outlets.

The USDA is now proposing to revise the WIC food packages to, among other things, “better
reflect current nutrition science and dietary recommendations,” support improved nutrient
intakes, and provide increased variety arid choice to WIC participants.” The proposed revisions
are ostensibly based on the recommendations of the IOM, which was commissioned by the FNS
to independently review the WIC packages and propose cost-neutral changes. However, the
USDA “does not fully incorporate the carefully reasoned and researched nutrition-based IOM
recommendations into its proposed rule.

271 Fed. Reg. at 44785.
I ;

3USDA, “Nuttition Program Facts: The Special Supplemental Nutrition Program for Women, Infants, and

Children,” WIC Fact Sheet, (http://wwiv.fns.usda gov/wic/aboutwi ic/ default.i}ttﬁ).

71 Fed. Reg. at 44787. There ate currently seven different monﬂﬂy packages - Food Package I is for infants 0-3

months, Food Package II 1s for infants 4-12 months, Food‘Pz{c:kz{ger'IIII is for children and women with special
dietary needs, Food Package IV is for children 1-5 years of age, Food Package V is for pregnant and breastfeeding

women who elect not to receive infant formula through WIC for their infants. :

“women, Food Package VI is for non—breastfeeding postpartum women, and Food Package VII is for btcastfeedfng

514
$1d.

771 Fed. Reg. at 44784.
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A. 10M’s Recommended Changes to WIC Food\Packgg‘:es,ggt’t\X/omép
Following extensive research and analysis, the IOM'ider;ﬁﬁed certaii “priority nutrients” that are
lacking in the WIC population. Based on these priority nutrients] the IOM proposed a variety of

* cost-néutral changes.to WIC food packages that ire both culturaily suitable and éfﬁcif;nt for

nationwide distribution and checkout® .

The IOM designated a nutrient as a priority nutrient if the prevalence of dietary inaciequacy is
non-trivial, the mean intake is below the Adequate Intake (“AI”) values, or there is 2 recognized
nutrition-related health priotity.” For prégnant, lactating, and non—breastféed_igg postpartum
women, the IOM identified .calcium, magnesium, vitamin E, potassium, and fiber as “priority
nutrients.”" ‘Nutrients with moderate, but still high, levels of inadequacy for this group wete
déterm’inqd to be vitamins A, C, and B6, and folate."! Nutrients with lower levels of inadequacy
wete iron, zinc, thiamin, niacin, and protein."

In light of these priority nutrients, the IOM recommended a vatiety of changes to the three food
packages intended for low-income pregnant, breastfeeding, and non-breastfeeding postpartum
women without special dietary needs. Compared with current ‘food packages; the .IOM
recommended that all three revised food packages for women provide smaller amounts of eggs
and jﬁice; add a requirement that cereals be whole grain; and add fruits and vegetables via a $10
fruit and Qegetable voucher. Whole grain bread or other whole grains would be added to two of

¥ As noted in the preamble to the proposed rule, the IOM used “cutrent scientific information to assess the nutrient
adequacy of the diets of WIC participants; assess the supplemental nuttition needs of t‘hgp‘qpt’%l)aﬁqp setved by WIC;
look at the nutrient contributions of the’current packages; propose priotity miitrients and genéral nittritional
recommendations; and make recommendations for spectfic changés 15 the WIC food pégkyaxggsl.” The IOM used
various data sources and examined nittrition-related health risks to idéntify nuttents and food groups to try to
increase or decrease in'the food packages with the goal of improving the Autrition of WIC participants. The review
of the W1C food packages was further informed by extensive comnments made in tesponse to an Advanced Notice of

Proposed Rulemaking (“ANPR”) on revisions to the WIC food packages, and by comments received by the IOM in

. public forums dunng its review. Id,

71 Fed. Reg. at 44787.
1071 Fed. Reg. at 44788.
njg

125
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the three packages. Canned light tuna would contlnue to be allowed in one of the. food packages,
but canned salmion and sardines would be authonzed as substitutes for light tuna.’” -~

In addition, all three food packages fot woinen would provide smaller - amounts of milk products
no longer authorize whole milk, and would allow. several’ alternatives to milk in, order to
accommodate cultural preferences and to help’ ensute .adequate calcium intake by those who
cannot’ consume milk due to lactose intolerance. M Notably, the IOM recommended that: (1)
teduced-fat yogurt be permitted as a partlal substitute for ﬂuld milk for children and ‘women; (2)
cheese continue to be permitted as a partial subsutute for fluid mitk for children and womén; (3)

“calcium-set tofu be permitted as a partial substitute for fluid rmlk for women, and (4) soy

beverage be permitted as an alternative for all or part of the fluid mllk for women.” To ‘maintain

‘the nutritional content and cost neutrality of the food packages, the IOM recommended’ that

some subsututlons for milk (i.e., yogurt, calcium-set tofu, cheese).be allowed only in limited
amounts.® The IOM permitted these limitations to be waived in cases of lactose intoleranice or

other medical conditions.

The IOM conducted a cost-analysis as part of its review and believed that its recommendations

. to revise the WIC food packages were relatively cost-neutral. The IOM also acknowledged that

although thé proposed changes are expected to have beneficial effects, some of them could cause
unintended and undesirable consequences. Accordingly, the IOM urged the USDA to conduct
pilot testmg and randomized, controlled trals of the changes before they ate implemented
nationwide."”

¢

B. . Overview of the Proposed Rule

The USDA did not adopt all of the IOM’s carefully reasoned nutrition-based tecommendations
because the agency claims that implementing them in full would cost $1:3 bl]hon above the cost-
neutral level over five years. To achieve cost-neutrality, the agency proposed two key

1371 Fed. Reg at 44796.
¢ \
g
15 TOM, “WIC Food Packages: Time for a Change,” at 119
(http: //www fns.usda gov/oane/MENU /Published/WIC/WIC htm). Tofu and soy beverages are not allowed as
substxtutlons for milk m the children’s package except when prescribed in writing by a recognized medical authority.

16 Id. at 119-200.

1714. at 4.
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’mod;jﬁéations: (1) a cash-value fruit and Vegetablé voucher $2 less per. month than . that

recommended by the IOM; and (2) the removal of yogutt as a proposed alternative to milk.'

The agency atgued that the price of yogurt as compared to the price of milk would considerably
increase the monthly cost of the food packiges for children and womeén.” USDA does not,
however, thoroughly articulate the basis for the' cost €stimates of including yogurt, or otherwise
demonstrate that the estimates are based upon expected program patticipant purchases of the
type.of yogurt in the same quart sizes recommended by IOM. Although soy beverages and tofu
also have higher per unit costs than milk, the agency believes that “the estimated amount of these
products. that would be purchased by WIC participants is substantially lower than that of
y_o g‘lrt.”zo

USDA also deviated from the IOM recommendations- with respect to the standards for defining
allowable soy-based beverages. The IOM recommended allowing as milk alternatives only soy-
based beverages that are fortified to contain nutrients in amounts similar to cow’s milk. The
IOM also recommended minimum levels per cup of 300 mg of calcium and 120 International
Units (“IU”) of vitamin D.* USDA, however, proposed lower levels of minimum nutrients for
authorized soy beverages. For example, the USDA proposed 276 mg of calcium per cup and 100
IU of vitamin D per cup — both of which are lower than the IOM standard.? ‘

In addition to these substantive deviations from the IOM nutrient recommendations, the
proposed rule does noz incbrpqra’qé the IOM’s strong ;egqmmendqﬁqn that the USDA ‘conduct
pilot testing or other trials of the thanges before they.are implemented nationwide. '

As discussed in greater detail below, USDA’s prpinos;ed tule and decision to exclude yogurt: (1)
does not comprehensively consider the unique nutritional benefits of yogurt to the WIC

' populition; (2) is inconsistent with WIC’s statutoty pufpose and the putpose of authotized milk

substitutes; and (3) does not include a statutorily required isk assessmeiit by ORACBA. The

18 71 Fed. Reg. at 44786. /

1971 Fed. Reg. at 44847. USDA pticed yogurt at $2.6é pet quart, as compared to $.68 per quart for milk.
2 71 Fed. Reg. at 44786.

2171 Fed. Reg. at 44801,

214
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USDA- should consider alternatives that include yogurt in the food packages,, and conduct pilot
tests to assess the health effects and cost lmpact of including yogurt in the WIC food packages

II. Ptegnant and Breastfeedmg Women Have a Critical Need for Increased Calcium
and the Other Nutriénts That Yogutt Ptovxdes

The USDA should adopt the IOM’s recomrnendatlon that yogurt be authonzed as a ptoposed
alternanve to fluid milk. Yogurt is a nutritious food that is widely available throughout the
country and in urban and rural areas alike. It is unclear, and USDA has not addressed whether
fortified soy is or would be snmlarly available to program participants. In addmon yogurt is a
good alternative for those who are lactose intolerant, or who avoid milk for cultural or other
reasons. Moreovet, yogurt provides slgmﬁcant amounts of potassium ‘and calcium - two of the
priority nutrients identified by the IOM for pregnant and breastfeedmg women. ¢

A. Nutritional Benefits of Yogurt

Yogurt is a nutrient dense food that contains many essential minerals and vitamins, including
riboflavin (Vitamin B2), Vitamin B12, phosphotous and potassmm In addition, yogurt is a good
source of protein and calcium. A single serving of yogurt provides between 5 - 10 grams of
protein, or 10 to 20% of the Daily Recommended Value (“DRV”).

Yogurt is also commonly known as an excellent source of calcium, which is important in
developmg and mamtammg strong, healthy bones and helps to regulate blood ptessure in women
during ptegnancy In fact, the IOM deterrnmed that msufﬁclent calcium intake for pregnant
and breastféeding woten may be associated with potentlal lead toxicity for- the fet:us and infant.**

The 2005 Dletary Guidelines for Americans notes that studies specifically on milk and other milk
products such as yogurt ‘and cheese showed 2 posmve telauonshlp between the mtake of milk
and tmlk products and bone thineral content or 'bone mineral den51ty in one ot more skeletal
sites.”? "Recent studles also suggest that increasing calcmm may reduce the nsk of colon cancer.”®
Some yogiitts contain up to 35% of the Recommended Dally Intake’ (“RDI”) for calcium,

23 Shield , Jodie, “The Importance of Dietary Calcium,”
(http: / / WWw. aboutyogu.tt com/expertsCotner/shieldCalcium. asp)

A IOM, “WIC Food Packages: Time fora Change,” at 62.

% Department of Health and Human Services, and USDA, “Dxetary Guudelines fot Amerlcans " chapter 5, page 26
(2005).
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B.  Additional Benefits Associated With Live and Active Cultures

In addition to the high nutritional value offered by yogurt, research indicates that the LACs in
yogutt may offer additional héalth benefits. As required under the current yogurt standard of
identity, yogurt must be cultuted with Lattobacillus bulgaricus and Streptococcus thermophilus, although
yogurt products may and often do contain other LACs in addition to the standard cultures
required by the standard of identity.” ’ )

Research suggests that certain specific strains of LACs may, depending on the strain, play an
active role in preventing gastrointestinal infections,” fighting certain types of cancer,” boosting
the body’s immune systerh,” and reducing nasal allergies.” The medical community also
tecognizes the health benefits of consuming yogurt. A magazine cqnd@ct’ed’ a sutvey and polled
565 physicians across the country to assess whether they believed there were health benefits
associated with the regular consumption of active cultures.> The survey found'that two out of
three doctors who counsel their patients on nuttitional issues recommend live and active cultured
yogurt for: (1) its overall nutritional health benefits; (2) finding it helpful in maintaining a healthy
intestinal system; and (3) as a tolerable source of daity calcium for those who are lactose
intolerant./

26 Shield, Jodie, “The Importance of Dietary Calcium,”
(http:/ /www.aboutyogurt com/expertsCorner/shieldCalcium.asp).

2121 C.FR §§ 131.200, 131.203, and 131.206.

B “Getting to Know Yogurt,” Food Management, July 1, 2004 at 65.

P RK Pétérs.cﬁ. al, “Diet and Colon Cancet in Los Angeles County,” Cancer Canses Cont(n.’,‘3(5): 457-473 (Sept. 3,
1992) (Results from a study of over 1,400 subjects with colon cancer that sought to determine which foods were j
associated with a reduced risk of colon cancer indicated that yogurt intake is associated with a significantly decreased
nisk of colon cancer); Oskar Adolfsson eét. al, “Yogurt and Gut Function,” Ameénian Journal of Clinical Nutrition, 80(2):
245-56 (Aug 2004). ) oo ‘ )

%0 Martine Piaia et. al, “Assessment of the Benefits of Live Yogurt: Methods and Markers for in vivo Studies of the
Physiological Effects of Yogurt Cultures,” Microbial Ecology in Health and Discase, 15: 79-87, 82 (Nov. 2003).

314

32 “Nutrition: Doctors Who Discuss Nutritton With Th;:ir Pattents Often Recommend Yogurt,” Obesusy, Fitness &
Weliness Week via NewsRx.com and NewsRx.net (December 29, 2001 — January 5, 2002).

B4 ' ~
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C.  Yogurtisa Good) Alternative for i‘lios_é Who Are Lactose Intolerant

Research also has confirmed that duung the fermentation process required 1 under the standitd of
1dentlty, L.ACs play an active role i breakmg down lactose in ‘milk, thus allowmg those who are
lactose mtoletant to eat yogurt Wlthout certam side effects such as bloatmg and diarrhea ™ The
betier than 1mlk ‘and that %" hlgh prevalence of lactose maldxgestlon and low cultural
acceptablhty have been widely cited as reasons for the low consumption of danty products among
people of colot.”® In fact, the IOM noted that Asians and African Amencans are especially at
risk for low intakes of dletary calclum and that rmlk and cheese are not a part of the traditional
food patterns of many cultural groups £ The IOM h.lghhghted the fact that i in public comments,
yoguzt, soy milk, and tofu were freguently requested as calcium-rich options. .

The TOM’s findings are partlcularly nnportant since a significant number of women and children
enrolled in the WIC program are tepresented by racial and ethic minorities. In fact, USDA noted
in the preamble to the proposed rule that “marked detnographm changes have occurred, with
both a dramatic increase in the number of persons served by WIC and a substantial shift in the
ethnic composition of the WIC populanon ¥ The IOM’s recominendation to revise the WIC
food packages to include reduced-fat yogurt as an alternative to milk would prov1de an acceptable
soutce of calcium for those WIC participants with lactose maldigestion, and for those who avoid
milk for cultural religious, or other reasons.

HI. USDA’s Dec1s1on to Exclude Yogurt Is Inconsistent with WIC’s Statutoty Putpose

Not only is yogurt a widely aval]able food that provides priority nutrients to the WIC population,
but USDA’s  decision to exclude yogurt as a proposed alternative” to milk is inconsistent with
WIC's statutory purpose. The WIC prograrn was developed to provide, supplemental foods and
nuttition / education to its- paruapants and to “improve the  health status - of “'these - persons.”*®
Supplemental foods are defined to include “those foods contalmng nutrients detertnined by
mztm‘zona/ rmarcb fo be lacking in the diets of pregnant, breastfeeding, and postpartum women,

34 14, at 80; Oskar Adolfsson et. al, “Yogurt and Gut Function” at 245-56.
35 IOM, “WIC Food Packages: Time for a Change,” at 119.
36 T4

371 Fed. Reg. at 44787.

3 42 USC § 1786(a) (emphasis added).
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-infa’pté, and children . . ”* The legislative histoty of the WIC program is similarly replete with
references to WIC’s focus on providing supplemental nutrients that are found to be lacking in the

WIC pc;pl.ilation.‘m

It is important to note that the focus of the WIC program is on supplemental foods that provide
nutrients that are found lacking in the diets of participants - not on the foods that are found lacking.
In fact, the 1994 amendments changed the name of the WIC program_ from the “Special
Supplemental Food Program for Women Infants and Children” to the “Special Supplemental

* 42 USC § 1786(b)(14) (emphasis added). The IOM also recognized that the goal of the WIC program “is to
improve birth outcomes, support the growth and development of infants and children, and promote long-term
health in all WIC participants.” IOM, “WIC Food Packages: Time for a Change,” at 1. )

% For example, the Congressional findings of the Child Nutrition Act note that substantial numbers of the WIC
eligible population are “at special nsk with respect to the physical and mental health by téason of madequate
nutrition, health care, or both.” 42 USC § 1786(a). The purpose of the program 1s to provide program participants
with supplemental foods, which ate “those foods containing nutrients determined by nutritional research to be
lacking in the diets” of program participants. I4. at 1786(b)(14). The House of Representatives Commuttee Report
on proposed amendments to child nutrition laws noted that WIC “is a nutrition supplementation progtam that
makes funds available . . . for the purpose of providing supplemental foods to low-income woinen, infahts and
children as an adjunct to good health care.” HR. Rep. No. 95-1153, pt. 1, at 2-3 (1978). The 1994 Senate
Committe¢ Report on amendments to the Child Nutrition Act of 1966 highlighted the WIC program’s posttive
impact on health in the target populations, explaining that: '

WIC provides nutritious food, nutritton education and health cate referrals to low-tncome women and their
children up to age five. ‘WIC has been shown to reduce i}lfant mortality,and the ificidence of low-
birthweight among newbotns. In addition, evety dollar spent on the prenatal component of WIC saves up
to $4 in Medicaid costs for medical problems arising within 60 days after birth. S. Rep. No. 103-300, at 2
(1994). C
Championisig the importance of pre-natal and child nutrition programs like WIC, the Senate report asserted that
“[p]roper iiutgidon not only improves health, it dlso saves money.” Id. at 4. T’Iix_g: rcpqit’s_‘ §¢cddq—l?y—septior; analysis
of proposed legislation amending child nutrition legislation underscored the WIC prograrm’s success in improving’
health for target populations, declaring that “WIC helps preventlow bifthweight, reduces anemia and increases
childhood immunizations.” I4. at 36. ‘

The Senate Committee Report on the bill that became the Child Nutrition and WIC Reauthorization Act of 2004
explained that WIC “provides nutrition setvicés and tailored food packages” to certain populations “who are judged
to be at nutrtional risk ” S.'Rep No. 108-279, at' 2 (2004) The Child Nuttition and WIC Reauthortzation Act of
2004’s amendments to the WIC provision accentuate the program’s goal of improving healitfx\,ﬁtybroggh better
nutrition. The Act amended the definttion of “supplemental foods” to include those fqod:E f,‘c‘d\pfamiﬁg‘mitricnts

_determined by nutritional research t6 be lacking in the diets of pregnant, bieastfeeding, and postpartum women,

m?aqts, and children and foods that ptomote the health of the population served by the progratn . .. ” P.L. 108-
265, section 203(a)(2) (2004). ‘
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Nutrition Program for Women, Infants, and Children,” further emphasizing the program’s focus
on imptroving nutrition for certain at-risk populations. From this perspective, it is difficult to
discetn the rationale for permitting participants_to buy a product that centains very little to no
high priority-nutrients, such as iceberg lettuce, while precluding them from buying a product like
yogurt, which is specifically recommended as an ‘alternate product for a high priority nutrient

found lacking in progiam participants. .
Although NYA is sympathetic to the programmatic concerns related to placing limits on the
types -of fruits and vegetables peimitted in WIC food packages, and is also supportive of
increasing fruit and vegetable' consimption, NYA believes that USDA is statutotily requited to
focus the WIC program on those supplemental foods that contain nutrients_ that address the
nutritional risks of the WIC program population. A general goal of increasing consumption of
fruits and vegetables in the WIC population, however worthy of public suppott, is not the same
as targeting resources to address ateas of hutritional ;\isk, which is FNS’ mandate under the Child
Nuttition Act. ‘

The USDA itself has tecognized that “inadequate nutrition was the ptime motivating factor behind
enactment of the WIC program,”” and that “foods have always been ‘selected for WIC food
packages based on their nuirent density, modest cost, wide availability, and broad acceptability by
the WIC-eligible population.” However, despite the fact that the IOM identified calcium as a
“ptiority nutrient” for the WIC population and recommended yogurt as a good source of such
calcium, the USDA failed to authorize yogurt as a proposed altettigﬁyfé to mitk.

Without data explicitly showing the level at which WIC program participants would purchase. the
size and type of yogurt recommended by IOM, USDA claimed ‘that it was. necessary to exclude
yogurt in order to maintain cost neuttality. USDA, however, includes soy and tofu as proposed
alternatives to fluid miilk specifically because fewer progtam participants will select them as
alternatives. For USDA to distegard one calcium replacemeént, namely yogurt, a ‘widely
recoghized source of calcium for the US population, because ;{Hégedly too many participants
vizogl_d‘;’sele,ct if? and to xinclude another, éamely soy-based produ;ct,S which need t6 be fortified
with cilciam, specifically because they will be less popular among’ participants, is fundamentally
inconsistent with WIC’s statutory goal to target nutrient risks in program participants and
improve their health status. ‘

“APL. 103.-448, § 204(w)(1)(B) (1994) (emphasis added).
4271 Fed Reg. at 44824,

4 Id. (emphasis added).
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IV. USI A’ Decision to Exclude Yogurt is Inconsistent With the Purpose of

) Aﬁiﬁotized Milk Substitutes

USDA’s decision to exclude yogurt is also inconsistent with the putpose of authotized milk
substitutes. The IOM proposed partial and full alternatives to fluid milk in otder to provide WIC
patticipants who have milk allergies. or lactose ‘maldigestion (or for those who avoid milk for
cultural, religious, or other reasons) with more acceptable sources of calcium.* To maintain cost
neutrality, some of the authorized substitutes are ofily allowed in limited amounts. If the purpose
of the milk substitutes is to provide greater vartiety and choice to ‘WIC participants, it is
countetintuitive to provide substitutes that ate less Widély available, and that would (according to
the agency) be used less than yogurt.

Moteover, the USDA proposes nuttitional standards for soy milk that the agency acknowledges
are “currently. not met by many products on the market.”® As a result, WIC participants are not béing
provided any real meaningful choice and the agency is not doing enough to encourage sufficient
consumption of calcium rich foods. For all practical purposes, the proposed USDA WIC
packages will not result in a greater diversity of daity foods selected by WIC patticipants as
suggested by the IOM report. This is particularly significant in light of: (1) the IOM’s finding
that calcium is a priority nutrient for which program patticipants are critically deficient; and (2)
the fact that USDA’s proposed fottification level of calcium in soy milk (276 mg of calcium per
cup) is lower than that recommended by the IOM (300 mg of calcium per cup).*

USDA _exphined its deviation from the IOM’s nutrition-based recommendation for soy
fortiﬁcgtior; by ‘claiming that the proposed nutritional standards for soy milk in WIC packages -
should be consistent with the nutritional standards for soy milk in the Na‘giopal School Lunch
Prjégljam and the School Breakfast Program.” However, there is no statutory mandate that
requires USDA to' disregard the TOM fecommendations. - In fact, USDA failed to fecognizé that
WIC progtam ‘participants and ‘school nutritioni -program participants have different nutritional
needs, and 'the authorizing §ta@tés of the two *p,r’égifali}s do not requlre 'idqrijciqcalAsoy staﬁdards.
In ordeér to ensure that WIC program participants receive the levels of priority nutrients they
need, USDA should simply follow the fortification levels tecommended by IOM. /

471 Fed. Reg. at 44799.
4 71 Fed. Reg. at 44835 (emphasis added).

4 The IOM recommended minimum levels per ;up of 300 mg of calcium and 120 TU of vitamin D. The USDA,
however, proposed 276 mg of calcium pér cup and 100 IU of vitaimin D pet cup — both of which are lower than the
IOM standard. )

4771 Fed. Reg, at 44801.
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Not only is USDA’s decision to exclude yogurt inconsistent with WIC’ s statutory purpose and
the purpose of authorized milk ‘substitutes, but . the agency completely failed to conduct a
required risk assessment that could have uncovered nutritional risks and exploted alternatives to
provide the largest amount of priotity nuttients to the WIC population at a cost-neutral level.

V. USDA Failed To Conduct a Risk Asscssmem As Required by Law

USDA agencies ate rcqulred to conduct a risk asscssment of, among other things, any proposed
major 1egulat10n the primary purpose of which is to regulate issues of huntian health . . »** This
includes “an analysis with as, much specificity as practicable” of: :

o the risk to human health addressed by the regulation;
e the costs of the regulation;
e 2 comparison of the risk to other similar risks; and

o the benefits of the regulation.”

USDA failed to conduct a risk assessment of the WIC proposéd rule, which is a “major
regu]anon” that has a primary purpose of regulating issues of human health. The proposed rule
is accompamed only by a regulatory impact analysis (“RIA”) that does not contain the required
risk assessment.

Given USDA’s role in developmg the recommendations for the revised food packages, it would
be approptiate for the agency to solicit views on the best way to contain costs and address the
nutritional risks of program participants.

A The Ptoposed Rule is a ‘Ma‘jot Rule ARequ"iring a Risk Asseésment

USDA agencles are required to conduct a risk assessment under 7 USC § 2204e(b)(1) of any
proposed major regulation. A ¢ “major” rule is one that “the Secretary . estimates is hkely to
have an annual Ltnpact on the economy . . . 6f $100, 000,000 in 1994 dollaré' »30 The proposed
WIC rule is plainly ma]or ” with costs Well over $100 million pet year in 1994 dollars. In fact,

47 USC § 2204e(b)(1)
47 USC §2204e(b)(1)(A)-(D).

50 7 USC § 2204e(c).
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the RIA discusses the major cost dtivets of the proposed rule, mariy of which individually exceed

the $100 million threshold. For example the reduction in fonnula in Food Package Tis estimated
to save $367 million, the reduction of milk in Food Package IV is esttmated to save $956 mthon
the addition of fruits and Vegetables is estimated to cost $1.372 bﬂhon and Whole grains are
estimated to cost $639 million.” All told, the Federal food costs for WIC for. fiscal yeat 2005
werte $3.6 billion.

B. The Primary Purpose of the Proposed Rule is to Regulate Issues of Human
Health ‘

Not only is the WIC proposed rule a “major” regulation, but the rule’s preamble and WIC’s
statutory authonty reveal. that the ptimiry purpose of the proposed rule is to regulate issues of
human health - in particular the health of WIC progtam patticipants. )

For example, the proposed rule notes that the IOM “examined nutrition-related health risks to
identify nutrients and food groups to try to increase or decrease in the food packages with the
goal of improving the nutrition of WIC participants. %2 The proposed rule also notes that “WIC
is a unique nutrition assistance program in that it also serves as an adjunct to good health care
during critical times of gtowth and development % prevent the occurrence of health problems and to
improve the health status of Program participants.””

In discussing whether to exempt small entities from the lcqulrements of the. proposed rule, the
rule states that:

Exempting small entities from providing the specific foods intended to address

the nutritional needs of participants or altermg the requirements for small entities

would zmdem:me the purpose of the WIC Program and’ endanger the bealth status of

partzapmzt.r
While NYA is not taking a position on the exemption of small entities, the agency’s language
demonsttates that the WIC rule is squarely focused on tegulatmg human health. Indeed, the

yd

5171 Fed. Reg. at 44839.
5271 Fed Reg. at 44784 (emphasis added).
5371 Fed. Reg. at 44785 (emphasis added).

5471 Fed. Reg. at 44810 (emphasis added).
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entire point of the rulemaking is to imptove the nuttient intake of WIC program participants by
revising the food packages. The fact the proposed rule is focused on regulatmg human health is
also consistent with the undetlying statutory authorities for the WIC program, which (as

‘dlscussed in Section III) are replete with references to WIC’s focus on providing supplemental

. nutrients that are lackmg in program participants.

Inideed, with its spec1al focus on providing a targeted set of nutrients to address special risks to a
speclﬁc population, the WIC proposed rule falls squately Wlthm the types of rules that Congress
believed should be subject to the risk assessment requiréients. In the House of Representafives’
Comrmttee Report on what was then called the “Office of Environmental Risk,” which became
ORACBA in the enacted law, Congtess noted that only regu.lallons “specifically de51gned to
mitigate particular . . . risks” were covered by the risk assessment requirement.” Unlike the food
stamp program, WIC is clearly directed at addressing a particular set of fisks — the nutritional
risks of the WIC population.

Even USDA officials have acknowledged the need for a risk assessment. In presentations to the )
IOM, USDA officials from ORACBA indicated that the proposed food package revisions need
to have a risk assessment completed as part of the rulemaking process.”* ORACBA’s own
statement to the IOM outlined two different potential ways to measure nutritional deficiency,
each of which would have resulted in different food packages.”

Congress enacted ORACBA in ‘otder to ensute that USDA agencies conducted risk assessments
to improve the quality and ‘effectiveness of USDA regulanons The WIC food packages have not
been revised for decades, and the choices and challengcs facing FNS are immiense, as it-seeks to
imptove the delivety of nuttients to the WIC population through a tevlsed WIC food package,
but w1thout adequate funds to prov1de the full array of foods containing the recommended
pnouty nutrients.

This rulernaklng is precisely the type ‘that Congtess intended to be sub)ect to a risk assessment,

~which Would undoubtedly assist the agency in makmg mote science-based and transparent .

r

55 HR. Rep. No. 103-714, pt. 1, at 35 (1994).

* James D. Schaub, February 26, 2004 USDA/ORACBA Presentation, “Regulatory Risk Assessment: Special
Supplemental Nutrition Program for Women, Infants and Children Food Packages,”
(http / /s iom. cdu/CMS/3788/18047/18314/18317/19297 aspx)

)

51 Id.
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decisions ‘about how best to allocate liz;;ited funding and improve the delivery of key nutrients to
program participants. -

C. A Risk Assessient Would Help Ensure That the \VICI, Program Provides

the Most Nutritional Bang for the Buck

Given the need for cost containment, a risk assessment that analyzes various options for
allocating the limited amount of funding to program participants would provide invaluable
guidance in ensuring that the program provides the most nutritional bang for the buck. It is
possible, for example, that a different formulation of packages that include yogurt and only
certain nutrent rich types of fruits and vegetables could mitigate nutrition risks better than the
proposed packages. '

Moreover, USDA made no effort to analyze the risk impact of its decision to allow soy and tofu
as milk alternatives, despite IOM’s recommendation to include soy, .tofu, and yogurt. It is by no
means clear that program participants for whom calcium is a critical deficiency will select soy or
tofu at the same rate that they would select yogurt. The lack of a nutritional risk assessment is
doubly problematic because USDA failed to requite that soy beverages be fortified to the levels
required by IOM.

The failure to include yogurt in the proposed food packages appeats to be solely driven by the
need to contain costs. As noted in the RIA, however, other options, could have beer; pursued in
order to control costs. The hbSehée of a risk assessment analyzing the iﬁlpact of vatious food
packages and cost containment scenatios on program patticipants suggests that FNS had a set of
preferred outcomes for the revised food packages - outcomes that wete hot necessarily based on
providing “priotity nuttients” to program patticipants, but on profioting a certain set of.food
products at the expense of others. - ‘ : B '

This is unfortunate for both tazpayers and participants. WIC is a vety important public health
program that will spend tens of billiotis of taxpayer dollars over the coniing'years. USDA should
ensute that it is spending that money in a way that best addresses i:henut_ftit‘idrialgl;isks'bf program
participants, and the best way to do that is to conduct a risk assessment ekéﬁ@@mg the impact of
virious options. Policy makers will still have room to make policy judgments, but those
judgments can be informed by, and analyzed in, the context of a complete and transparent

g

{
§

Given USDA’s role in developing the recommendations for the revjsed food packages, it would
be appropriate for the agency.to solicit views on the best way to contain costs and- address the
nutritional risks of program participants.
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VI.  USDA Should Conduct Pilot Tests to Assess the Health Effects and Cost Impact
of Including Yogurt in the WIC Food Packages )
In addition to conducting a risk assessment, USDA should conduct pilot tests to assess the health
effects and cost impact of mcluding yogurt in the WIC food packages. USDA should not
arbitrarily restrict access to an IOM recommended-calcium substitute without evidence showing
that it would in fact have a sigtiificant impact on cost. Despite IOM’s recommendations to
include yogurt in the food packages and to-conduct pilot tests of -the revised' food packages,
USDA excli.}dcs yogurt and refq;’gs to conduct pilot tests, claiming that it lacks authotity to
conduct such pilot studies. USDA, however, proposes to utilize a staggered implementation plan
for certain provisions, which will effectively operate as a pilot program'since it will allow USDA
to gauge the impact and cost of the new provisions béfore they are implemented nationally.

Specifically, the RIA notes that:

Key provisions of the rule intended to promote breastfeeding will be-
implemented initially in no more than 32 local test sites in up to eight states.
Those provisions will not be implemented nationwide until FINS bas evaluated their effectiveness
at the test sites.”®

Why should FNS utilize what is effectively a pilot program approach for the' breastfeeding
provisions, but refuse to do so for any other provisions of the proposed rule? This disparate
tréatment is without justification, particulatly in hght of the IOM recommendations for pilot
programs.

Motébveg, the IOM identifies calcium as a ptiotity nutrient for women in the WIC program, and
recommended yogurt, cheese, tofu, épd’fortiﬁed'gqf éfs;altemaﬁ’ve(ﬁlqég's fdr~W<:)mien"tvc> get the
amount of calcium they need. USDA has no baseline data regarding thie extent to which program
participants would select yogurt. ‘From the RIA, it is unclear if the ‘assumptions about the extent
of yogurt consumption by program participants are based on consumer purchases of quaits of
yogutt or individual size yoguirts. This issignificant because consumei: data ‘cleafly shows that
consumers purchase quart size yogurt at much lower levels than individual size yogurt.*®

‘

871 Fegi. Reg. at 44845 (emphasis added).

* Fot one NYA mémber company, for example, the dollar sales of sthgle serving yogurt (less than 16 ounces) over
the past year were $1,679,013,000. Meanwhile, the dollat sales of quart sized yogurt over this period were
$296,997,200..
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In addition, it is possible that a much smaller percentage of WIC patticipants will select tofu or
soy bevetages as an alternative to fluid milk;, and thete is no guarantee that available soy beverage
will be sufﬁclently fortified to quahfy under the WIC program.

Although NYA undetstands that there are cost challenges to makmg revisions to the WIC food
packages there must be better ways to ensure that FNS is providing the best nutrmon in the
most cost effective manner possible_ than to simply exclude yogurt altogether USDA should
implement pilot progtams or 2 staggered implementation approach that would allow FNS to
analyze the actual extent to which participants would select cheese, soy beverage tofu, or yogurt
instead of milk. USDA could then use data from these pilots” or other implementation
approaches to make appropriate revisions to the food packages. In other words, 2 pilot-based or
staggeted approach would give USDA data to help shape the final packages in 2’ way that best
meets participant needs with the limited program ‘funding available. If USDA needs statutory
authomty to conduct such an approach, NYA believes ‘that USDA could readily obtam such
authority from Congress.

VII. USDA Should Pursue Alternatives That Include Yogurt In the Food Packages

The test programs discussed above would give USDA actual cost data on which to base revisions
to the food packages and would allow USDA to have a more solid sense of the cost impacts of
including yogurt. This would be the most preferred approach, coupled with the risk assessment
discussed above :

In general, however there are other optlons that USDA could conslder that would allow the
inclusion of’ ‘yogurt in the food packages For example since the IOM 1dent1ﬁed calclum as a
puonty nutnent for women, USDA could limit yogurt to the: food. packages mtended for Women
(Food Packages V-VII) mstead of Food Packages IV VII “This could prov1de some cost savmgs

Snmlarly, lnmung or reducing foods that no longer provlde higher pnonty nutnents n WIC food
packages could provide cost savmgs that could be allocated to yogurt. As ptevmusly noted, while

NYA i is both’supportive of increasing. frult and vegetable consumption and is syrnpatheuc to the

ptogrammattc cha]lenges related to focusmg for inclision in WIC food packages those fruits and
vegetables that provide thher pnonty nutrients, 'NYA believes that USDA is statutorlly requl.ted
to focus the WIC program on those supplemental foods that contam nuttlents ‘that address the
nutritional nsks of the WIC program populatlon
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VIIL. Conclusion

NYA respectfully requests that USDA include yogurt as an authonzed altematlve to fluid milk in
WIC food packages Yogurt provides slgmﬁcant amounts of potassium and calcium - two of the
pnonty nutrients identified by the IOM for pregnant and breastfeeding women. In.addition,
yoguzt is a good dairy optmn for those who are lactose intolerant; or who avoid milk for cultural
or other reasons. At the very least, USDA should: (1) ¢onduct a risk assessment and pilot test (or
staggered implementation approach) to assess the health effects and cost impact of including
yogurt in the WIC food packages; (2) consider alternatives such as the inclusion of yogurt only in .
Food Packages V-VII to facilitate the adoption of yogurt within the cost and nutrition parameters
of the program; and (3) explore other options such as hrmtlng or reducing foods that no longer
provide priority nutrients to fund and incorporate yogurt in WIC food packages

Respectfully submitted,

Mﬁ/lam

Leshie G. Sarasin
President
National Yogurt Association
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Nestlé USA

NUTRITION DIVISION
800 NORTH BRAND BLVD.
GLENDALE, CA 91203

TEL (B18) 549-6000
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VIA. E-MAIL _11:06-06 from Magais Susan,GLENDALE.Niitrition _Division
lsusan magana@us nestle.com] - ' T -

Patricia N. Daniels : ;
Dlrector Supplemental Food Programs Division

Food and Nutrltlon Service \

U.S. Department of Agriculture '
3101 Park: Center Drive; Room 528

Alexandr‘ra, VA 22302

Re: NESTLE NUTRITION COMMENTS ON THE PROPOSED RULE
DOCKET ID NUMBER (584:AD77 — WI€ FOOD PACKAGES RULE

Dear Ms: Daniels:

We are writing to,commend the Umted States Department of Agriculture Food and Nutrition Service on
pubhshmg thelr proposal for the first s1gmﬁcant revision to the food packages in over 25 .years, and to
comment as requested by USDA/FN S on that proposal More, specrﬁcally, weé commend the department
on its efforts to reﬂect the recommendatlons made by the Instltute of Medlclne (IOM) in its April 2005
report: WIC F. ood Packages Time for a Change to keep the proposed changes cost neutial, and to,
provide: greater cons1stency with the 2005 Dzetary Guldehnes for Amerzcans Above all; we commend
USDA/FNS on'its efforts to encourage breastfeedmg for as long as possrble throughout infancy.

We partlmpated in the development of the comments submltted to. you by the Internatlonal Formula
Council- and we contmue to agree wrth those comments However we-also héve the fo]lowmg
cominents regardmg toprcs of parttcular mterest to Nestle Nutntlon USA.

L

WIC Ellglble Medlcal Foods

The proposal specrﬁes certain products thiat are not authorlzed as WIC formulas or foods, including, but
not llmlted to:

‘ |
Medlcmes or drugs
Parenteral or mtravenous nutrltron products;
Enzymes
Flavormg and thickening agents;
~ Oral rehydratlon fluids or electrolyte solutions;
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* Sports or breakfast drinks; and

* Over-the-counter werght control/loss products.
We w1sh to pomt out, wrth regard to “breakfast drinks”, that we understand many products in the
“breakfast” category may not be. spec1fically formulated to provide nutr 1t10na] support for md1v1duals
with & dlagnosed medical condition, when the ‘use of conventronal foods is prec]uded restrlcted or
rnadequate However;-we would like to b1 ing to your attentlon that Nestle Nutrition has a line of
medlcal food optlons that has the word “breakfast” in the brand name (Carnatron Instant Breakfast
VHC and Carnatlon Instant Breakfast Jumor) Desprte the word “breakfast” i 1n the brand name these
products serve as a complete source of nutrition and are approved WIC Ellgrble Medrcal Foods They
can be uséd as an oral supplement orasa comp]ete source of nutrition for those who’ are; ‘unable to
tolerate or consume adequate amounts ‘of conventronal foods We therefore recommend that the
nutntronal proﬁle ofa medlcal food be consrdered rather than the product name when bemg considered
a USDA/FN S.authorized food or. formula. Consrstent with the IFC comiment that the WIC program

‘shou]d minimize any restrictions on-new WIC- ehgrb]e medical foods in ordef to mamtam the broadest

possrble arsenal of product solutions i in this category, Nestlé’s Carnationi Instant Breakfast line of WIC-
eligible medrcal foods offers many different solutions to the needs of md1v1dual WIC partrcrpants

For over fifteen years; Nestle Nutrltlon s mission has been to create innovative enteral nutrition
products and programs to meet the contrnua]ly changing needs of patlents across the healthcare
spectrum. Nestlé Nutrrtron blends its knowledge of food production and nutrition science to meet
the nutritional needs of acute and chronically ill adults and children.

Recently, we organized all of our oral nutritional supplements under the Nestle® Carnation® Instant
Breakfast® brand because of the excellent reputatlon and long hlstory of healthcare use enj oyed by our
flagship Carnation Instant Breakfast product.’

Most of the oral nutritional supplements rnakmg up the new Carnation Instant Breakfast line were
prev1ously marketed under the NuBasrcs ‘brand name — havmg origiriated as, and long been
considered, “medical foods” The FDA deﬁnes a medrcal food as one that is prescribed by a physician
when a patlent has special ‘Tutrient needs in order to manage a disease or health condition, and the
patlent is under the physrcran s ongoing care’.

All of the followmg products in the Nestle Carnation Instant Breakfast product line aré listed as
WIC- elrgrble medical foods on the iUSDA/FNS websrte “The depth and breadth of that product
line, descrlbed below is intended to meet the unique demands of the most cha]lengmg nutrmonally

~

Carnation® Instant Breakfast® Junior™ is designed to meet the needs of children ages 1-10. Tt
meets 100%. of the 2002 NAS -NRC RDA for 21 mrcronutrlents in children of ages 4-8 in 1 liter. It

! Uniless otherwise noted, all trademarks are owned by Société des Produrts Nestlé S. A. » Vevey, Switzerland
2Food and Drug Admrnrstratlon Center for Food Safety and App]red Nutrition. Medical Foods. Available at:
httD /rwww.cfsan. fda.gov/~dms/ds-medfd html: Accessed July 5, 2005.

PedlaSure isa regrstered trademark of Abbott Laboratorles ’

4 Klndercal is a registered trademark of Mead Johnson Nuitritionals.
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has snmlar applications as PedraSure Oral’ arid Kindercal®, but is made from nonfat milk and
therefoxe is not lactose, free: Carnatlon Instant Breakfast Jumor is desrgned to provxde nutritional
support for chlldren w1th anorexia, cachexra as well as those recovering from 1llness

Car natlon Instant Breakfast Lactose Free prov1des oral nutrition supplementatlon in a lactose-
free form and is sifnilar. to supplements such as Ensure and Boost Carn’"tlon Instant
Breakfast Lactose Free is. desrgned to provrde nutr1t1onal support for 1nd1v1duals w1th anorexia
or cachexra and may_ be used as part ofa welght management plan. It provrdes 250 calones per can
(1 kcal/mL) ‘and is approprlate for lactose-ﬁee,gluten-free low-chiolestérol, ‘and low-sodlum diets.
(Previously marketed as NuBa81cs® )

Carnation® Instant Breakfast Lactose Free Plus provrdes the same beneﬁts as Carnatlon Instant
Breakfast Lactose Freg, but dellvers more calorles at 375 calories per. 250~mL servrng @.s
kcal/mL) Thls hlgh galorie nutrltlon supplement also provrdes supplemental nutrmon for those
unable to meet thelr needs’ through diet alone. It is similar to Ensure Plus’® and Boost Plus ‘and is
desi gned to provrde nutrltlonal support for individuals with anorexia, cachexia, unmtentlonal
werght loss, those needmg a ﬂu1d—restr1cted diet. It may-be used as a supplement as a total meal
replacement ‘Or as a sole § source of nutr1t1on as needed (Prevnously marketed as NuBasrcs® Plus.)

Carnation® Instant Breakfast Lactose Free VHC is a very-high calorie oral supplement that
provides 560 calories and 23 grams of protem per 250 mL can (2.25 kcal/mL). This product is
designed to provide nutrltlonal support in cases of unintentional werght loss, increased énergy
needs, or for those that require fluid restriction or that have volume sensitivity. It can also be used
in conjunction with a MedPass program In thlS type of program, acute care patients and long term ,
care residents who typically swallow oral medlcatlons with a non-nutritional liquid may receive
Carnation Instant Breakfast Lactose Free VHC instead, in order to provrde extra calori€s to this
populatlon at hrgh risk for malnutrmon (Prev1ously marketed as NuBasrcs® 2.0 and VHC 2. 25 )

Carnatlon Instant Breakfast Julce Drlnk isa nutrttlonal | juice drmk that provides calorles and
proteifi4s part ‘of 4 clgar qumd dret or as.an alternatlve to tradmonal supplements In one 5.5 fluid
ounce s€rving, Carnatlon Instant Breakfast Juice Drmk prov1des 163 calories and 6.5 grams of
whey protein. It is desrgned for use as ai oral nutrmonal supplement in adult or pedlatrlc patierits
with cachexra or welght management needs and m,those who must be mamtamed ona clear llquld
diet. (Prevrously malketed as NuBasrcs® Julce Drmk )

All of these Camatlon Instant Breakfast products can be used as nutritional supplements in a w1de
range of medlcal condmons All except Carnat1on Inistant Breakfast Juice Drink ¢an also be used as
a complete source of nutrmon if necessary. Add1t1onal 1nformat10n about these products is
available at www. nestle—nutrrtlon com, or by callmg the Nestlé Infolmk lme at 800- 422-Ask2
(2752).

* Ensure and Ensure Plus are registered trademarks of Abbott Laboratories.
% Boost and Boost Plus ate registered trademarks of Novartis Medical Nutrition.
!
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WIC Eligible Infant Forinulas

There were a few toprcs that were not proposed for révision in the new rule, but which we would like to
rarse here as potent1a1 targets for rev1sron One such topic is the blddlng process wrth regard to Ready
drfferent manufacturers and the Requests for Bids (RF B) format has successfully dealt w1th those
drfferences ina way that st111 allows the. states to choose the most cost-effectrve bid. Since there i is
growmg variability inthe avallable sizes of RTF formula : as well (3-, 8-, 8.45- and 32 fl-0z, all bemg
commonly avallable) -- and since certain sizes from certam manufacturers may be more wrdely
available thian others, we believe it would be in the states’ interest to a]low bids on whatever size a
given manufacturer wishes to guarantee retail avarlablhty The total estrmated quantrty of RTF formula
to be issued (wlnch is usually qulte ‘small in any case) could snnply be divided by the size ¢hosen by thie
manufaeturer, and rouiided up if that calculatlon did not come out to an even number of containérs. We
trust that these comments are helpful Please feel free to contact us if you should need additional
mformatlon

If you reqmre any further information or clarification of the information prov1ded please
contact me directly at (818) 549-5868.

Yours truly,

Melanie Fairchild-Dzanis
Regulatory Director

/
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From: WebMaster@fns.usda.gov '
Sent: Monday, November 06, 2006 10:42 A
To: WICHQ-SFPD : .
Subject: RevisionstoWICFoodPackages-Proposed Rule

NAME: Terri Long

EMAIL: tlong@namamillers.org

CITY: Washington

STATE:, DC

ORGANIZATION: North American Millers' Association
CATEGORY: Industry

OtherCategory:

Date: November 06, 2006

Time: 10:42:15 AM

COMMENTS:
November 6, 2006

Patricia N. Daniels

Director, Supplemental Foods Program Division Food and Nutrition Service, USDA
3101 Park Center Drive, Room 528

Alexandria, Virginia 22302

Re: [RIN 0584-AD77] Special Supplemental Nutrition Program for Women, Infants, and
Children (WIC): Revisions in the WIC Food Packages
71 Federal Register 44784, August 7, 2006

Dear Ms. Daniels:

Thank you for the opportunity to provide comments on the USDA Proposed Rule for the
WIC Food Packages. The North American Millers’ Association NAMA) is the trade
association representing the wheat, corn, oat and rye milling industry. NAMA’s 48
member companies operate 170 mills in 38 states and Canada. Their aggregate
production of more than 160 million pounds per day is approximately 95 percent of the
total industry capacity.

We support the agency’s decision to add whole grain products to the list of products that
may be purchased through the program. However, we recommend that you do not
exclude enriched grains. Enriched grains products provide many valuable nutrients in
food products. They are also the primary source of folic acid in Americans’ diets and
have been credited with lowering neural birth defects by 34 percent since 1998. We
believe allowing enriched grain products as well as whole grain products will, in the end,
better meet the goals you have of delivering nutrition.



We note the only grain product approved for purchase in non-breastfeeding, postpartum
womer (Package VI)is céreal. NAMA recommends that you include other grain products
as well. Bread is 1nausp1c1ously ‘absent from the list of approved products in Package VI.
Whole grain food products are known to help people control their weight and to aid in
alleviating depression, problems to which non-breastfeeding, postpartum women are
more susceptible.

Respectfully submittéd,

Terri Long
Director of Communications
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From: jrenner@ussposco.com

Sent: Monday, November 06, 2006 1:08 PM
To: WICHQ-SFPD

Subject: WIC - Docket 0584-AD77

November 66, 2006

Patricia Daniels

Director, Supplemental Food Programs Division

Food and Nutrition Service, U.S. Department of Agriculture
3101 Park Center Drive, Room 528

Alexandria, VA 22302

RE: Docket ID Number 0584-AD77, WIC Food Packages Proposed Rule

a

Dear Ms. Daniels:

I am writing in response to the Proposed Rule regarding revisions to the
WIC food packages. Irepresent USS-POSCO Industries. We manufacture tin
mill products used in the production of tin cans. We employ 1000 people
Pittsburg, California. I commend USDA for proposing important changes
to ensure that WIC participants are provided a wide choice of fruits and
vegetables — in all forms — fresh, canned and frozen — as part of the

food packages. Since many WIC participants fall short of meeting
dietary recommendations for fruits and vegetables — consuming just about
a third of what is recommended, programs such as WIC must promote
maximum. flexibility to help participants purchase and consume more
fruits and vegetables. Allowing canned, frozen and fresh options as

part of the food packages is an important step in increasing fruit and
vegetable intakes among WIC participants and demonstrates growing
support for the contribution of all types of fruits and vegetables to

the American diet. Please see the attached Fact Sheet on the benefits

of canned fruits and vegetables.

In addition, I applaud the agency for providing WIC moms and children
with nutritious options that include canned beans and seafood.

USS-POSCO Industries is dedicated to providing our customers an
affordable, quality product and we look forward to a final rule that
offers flexibility and promotes variety both in terms of types of
fruits, vegetables, beans and seafood, and the form in which they are
provided.



Sincerely,

»Julia M. Renner '
USS-POSCO Industries °
General Manager
Tin Mill Products

- Sales and Marketing

Pittsburg, California



